


N




(S RANAVENE ¥ o YN ’ COLLAGENEX VIV V.
NEW CORRESP Phormaceovticats o

N& / 0"/)/ . WySeptember 17, 1996
2 /1 -
\!

W0
(1234
Food & Drug Administration
Center for Drug Evaluation and Research
Documents and Records Section

12420 Parklawn Drive
Rockville, MD 20852

Attention: Jonathan K. Wilkin, M.D.
Director, Division of Dermatologic and Dental Drug Products

(HFD-540)

RE: Minor Amendment - NDA #50-744
Periostat™ (doxycycline hyclate capsules USP)

Dear Dr. Wilkin:

Please refer to our NDA #50-744 (originally submitted as NDA #20-642 on August 30, 1996) for
Periostat™ (doxycycline hyclate, USP) 20 mg capsules which is proposed for use as part of a
professional oral health program to promote periodontal attachment level gain and reduce bone
loss, pocket depth and bleeding on probing in patients with adult periodontal disease..

At the request of Dr. Hal Blatt, CSO, HFD-540, CollaGenex is providing a revised cover letter
and Form FDA 356h (8 copies)which has been changed to reflect the new NDA number and that
the NDA is submitted pursuant to Section 507 of the Food, Drug and Cosmetic Act rather than
Section 505.

If there are any questions concerning this application, please contact the undersigned at 215-579-
7619 (telephone) or 215-579-8577 (fax).

Sincerely,
REVIEWS COMPLETED
C%’W’ {#’ 2 QL«/«,@\ €SO ACTION:
Christopher Powala [JLeTTER CInar [Imuemo
Director, Drug Development
& Regulatory Affairs CSO INITIALS DATE

CollaGenex Pharmaceuticals, Inc., 301 South State Street, Newtown, PA 18940 USA
215-579-7388 voice 215-579-8577 fox




DEPARTMENT OF HEALTH AND HUMAN SERVICES Fonm Appraved: OME No. 0910.000¢

(Title 21, Code of Federal Requlations, 314)

PUBLIC HEALTH SERVICE Expicaton Qate: March 31, 1990
FOOQO AND DRUG AOMINISTRATION . Sce OMB Statement on Page 3.
APPLICATION TO MARKET A NEW DRUG FOR HUMAN USE FOR FOA USE ONLY
OR AN ANTIBIOTIC DRUG FOR HUMAN USE DATE RECEIVED DATEFILED

OWVISION ASSIGNED | NOA/ANDA NG ass |

NQTE: Ng aoglication may be fited unless a campteted agplication farm has beenreceived (21 CFR Parct114).

NAME OF APPLI T .’
CollaGenex Pharmaceuticals, Inc.

DATE OF SUBMIS IOt

/17/96

TELEPHONE NO (include Ares Code)

301 South State Street
Newtown, PA 18940

ADORESS (Number. Street. Gy, State and Zip Code) (215) 579-7619

——

.
N
|
|
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NEW ORUG OR ANTIBIOTIC APPUCATION
NUMBER (i oraviquily niued)

50-744

ORUG PRODUCT

ESTABLISHED NAME (e.g., USPIUSAN)

PROPRIETARY NAME (If 30y}

doxycycline hyclate capsules USP . Periostat™

CODE NAME (If any)

CHEMICAL NAME

4(Dimcthlamine)-1,4,44.5.52.6,11.122-0ocstahydo-
3,5,10,12.12s-pentahydrory-6-methyt-1,11-dloxo-2-

phth bo ide monohydrochloride
0OSAGE FORM ROUTE OF ADMINISTRATION STRENGTH(S)
capsule oral 20mg

PROPQSTO INOICATIONS FOR USE

Treatment of adult periodontitis

AADA 62-374
AADA 62-339

See Attachment 1 for Drug Master File References

LIST NUMBERS OF ALL INVESTIGATIONALNEW DRUG APPUCATIONS (21 CFR Part 312). NEW DRUG OR ANTIBIOTIC A7PUCATIONS (21 CFR Part
314). AND ORUG MASTER FILES (21CFR 114 420} REFERRED TO IN THIS APPUICATION:

IHFORMATION ON APPUCATION

TYPE OF APPUCATION (Check one)

W THIS SUBMISSION IS A FULL APPUCATION (21 CFRI14.50) ([ THIS SUBMISSION IS AN ABBREVIATED APPLICATION (ANDA) {21 CFR 314 55)

IF AN ANDA.IDENTIFY THE APPROVED DRUG PRODUCT THAT IS THE 8ASIS FOR THE SUBMISSION

U SIS, ISRy PR

QRIGINAL APPLICATION

HHAME QOF QRUG HOUDER OF APPROVED APPLICATION
STATUS OF APPLICATION ((Check onei
PRESUBMISSION AN AMENDMENT TO &4 PENDING APPLICATION ] SUPPLEMENTAL APPLICATION

{J resusmssion -

PROPQSED MARKETING STATUS (Check one}

| APPUCATION FOR A PRESCRIPTION DRUG PRQOUCT {Rx} D APPUCATION FOR AN OVER - THE - COUNTER PRODUCT (OTC)

FOQREVFOA 3560 (10/39)

sace !
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CONTENTS OF APPUCATION

This aoolicauon contains the fotlawina items: (Check all that aoolv)

1. Index

2. Summary (21 CFR 314.50 (¢))

r__
’ 3. Cheaustry, manufacturing, and control section (21 CFR 314.50 (d) (1))

14, a. Samples(21 CFR 314.50 {e) (1)) (Submit only upon FDA’s request)

b. Methods Validation Package (21 CFR314.50(e) (2) (1))

\N <. Labeling (21 CFR314.50 (e} {2} (i1))
N

i. draftlabeling (4 copres)

it. final printed labeling (12 copies)

S. Nonclinical pharmacology and toxicology section {21 CFR 314.50 (d) (2))

. Human pharmacokinetics and bicavailability section (21 CFR 314.50 (d).(3))

=

le

i

I 7. Microbiology section (21 CFR 314.50 (d) (4))
| 8. Clinical data section (21 CFR 314.50 (d} (S))

! 9. Safety update report (21 CFR 314.50 (d) (5) (1) (b))

l 10. Statistical section (21 CFR 314.50 (d) (6))

|
|
|
t
|
|
|
|
!

| 11. Case report tabutations (21 CFR 314.50 (f) (1))

i 12. Case reports forms (21 CFR 314.50 () (1))

! 13. Patentinformauon on any patent which claims the drug (21 U.S.€C 355 (b} or (¢}}

I 14, Apatent certification with respect 1o any patent which daims the drug (21 U.S.C 355 (b) (2) - (i} (2) (A))

1S5, OTHER (Specify) .
X I pectty Minor Amendment

agree to comoly with ail laws and regulations that apply to approved apolications. including the foflowing:
Goad manufactunng pracuce requiationsin 21 CFR 210 and 21 1.

. “abebing requlationsin 21 CFR 201,

. Inthe case of 3 prescriotian drug praduct. prescription drug advertising requiationsin 21 CFR 202,
Reguiatians on making changesin apphicavonin 21 CFRI14.70.314.71.and 314 .72,

. Regulationtanceportsin 21 CFR 114.80 3nd 314,35

Lacat, 1tate and Federal enviranmentalimpact lawt.

Cal B g

Droguct until the Orug Enforcement Admunsstration makes a hinal wheduhing deayon.

t agree 1o update this apphication with new safety informauaa abaut the drug that may ressonably atfect the statement af coatramdications,
warnags, porecautions, or adverse reacuans s the draft labefing. | agree to subme these safety update repocte as faliows: (1) 4 months after
the inmial submission. (2} following recerpt of an approvable lecter and (3) at other tmes as requested by FOA. if this application ss 30proved. |

U thus apohication appies 10 3 druq product that FOA has proposed for schedubing under the comtralled substances Actiagree notto market the

NAME OQF RESPONSIBLE OFFICIAL OR AGENT SIGNATURE QF RESPONSIBLE OFFI ORAGENT QATE
Christopher V. Powala ( % géu —V pg n Q/l7/‘1(o
ADORESS (Street. Cacy, State, ip Code) Al 7 - TELEPHONE NO_(incluae Area Code}
CollaGenex Pharmaceuticals, Inc. )
301 S. State Street, Newtown, PA 18940 === (215) 579-7619

{WARNING: A willfully talse statermment s a criminal offense. U.S.C_ Title 18, Sec. 1001}

FORMFOA 1560 (10R9)



